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S This report is also accompanied by ANNEXES, i.e. sheets of the description, claims and/or drawings which have 
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INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 



International application No. PCT/EP00/09455 



I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70.17)): 
Description, pages: 

1 -39 as originally filed 

Claims, No.: 

1 -7 with telefax of 31/10/2001 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under Rule 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in 
the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been 

considered to go beyond the disclosure as filed (Rule 70.2(c)): 
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(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 



6. Additional observations, if necessary: 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability 
citations and explanations supporting such statement 



1. Statement 

Novelty (N) Yes: Claims 1-7 

No: Claims 

Inventive step (IS) Yes: Claims 1-7 

No: Claims 

Industrial applicability (IA) Yes: Claims 1 -7 

No: Claims 



2. Citations and explanations 
see separate sheet 

VI. Certain documents cited 

1. Certain published documents (Rule 70.10) 

and / or 

2. Non-written disclosures (Rule 70.9) 
see separate sheet 
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INTERNATIONAL PRELIMINARY International application No. PCT/E POO/09455 
EXAMINATION REPORT - SEPARATE SHEET 



Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

Reference is made to the following document: 
D1: EP-A-0 621 032 
D2: WO-A-99/01121 
D3: EP-A-0 612 520 
D4: DE-A-38 05 744 

The documents D4 was not cited in the international search report. A copy of the 
document is appended hereto. 

Document D4 can be regarded as the closest state of the art, as it discloses (page 3, 
lines 10-41; example 1; claims 1-9) (S)-N-ethyl-3-[(dimethylamino)ethyl]-N-methyl 
phenyl carbamate (rivastigmine) and medical uses thereof. Although it is disclosed that 
the compound is orally active (page 5, lines 57-58), no suggestions are made for a 
specific pharmaceutical form. 

Generally, forms as claimed in claim 1 are known from e.g. D1-D3. However, no 
suggestion is made in these documents to use these forms for the administration of 
rivastigmine. 

Therefore it was not obvious for the person skilled in the art to formulate rivastigmine in 
a composition according to present claim 1 , to solve the problem of providing a 
controlled release oral composition of rivastigmine. 

Thus present claims 1-7 are regarded as novel and inventive with respect to D1-D4. 
Re Item VI 

Certain documents cited 

WO-A-00/19985 was cited in the search report as an intermediate document. However 
it appears that this document has no valid priority for the subject-matter relating to the 
subject-matter of present claims, except for the subject-matter of example 2 disclosed 
therein. 
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Claims 



2. 



3. 



4. 



5. 



6. 



Pharmaceutical composition comprising 

a core containing Rivastigmine as a pharmaceutical^ active agent, and 
a coating 

wherein the coating comprises an inner film and an outer film. 

Pharmaceutical composition according to claim 1 wherein the inner film is in the 
form of a membrane which is semi-permeable to water or body fluids. 

Pharmaceutical composition according to claim 1 or 2 wherein the outer film is 
permeable to water or body fluids. 

Pharmaceutical composition according to any one of claims 1 to 3 wherein the 
coating has a thickness of 50 to 800 micrometers, 

A pharmaceutical composition according to any one of claims 1 to 4 wherein 
said core releases an effective dose of the active agent 6 to 12 hours after 
ingestion. 

A two pulse release pharmaceutical composition comprising a composition 
according to any one of claims 1 to 5. 

Use of Rivastigmine and excipients as defined in any one of claims 1 to 6 in the 
manufacture of a medicament for the treatment of patients with mild to 
moderately severe Dementia of the Alzheimer's type by oral administration. 
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